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Food and Drug Administration
Saa(tle oistrkt
Pacific Regbn
22201 23rd Drive S.E.

April 18, 1997 P,O. 6ox 301,2
Ebtholl, WA 98041-3012

Tobphono: 206-466 -s788
FAX: 2064S34996

VIA FEDERALEXPRESS

In rep[yrefw to WarningLetter SEA 97-17

SimonR McKenzie
President/ChiefExecutiveOfficer
Bartels,Inc.
2005NW Sammamish Road, Suite 107
Issaqua~ WA 98027

Dear Mr. McKenzie:

o DuMg an inspectionof your ~ “ g fkcilityconductedbetweenMarch 24 andMarch 28,
1997,ourimmstigatorscollectedinformationthat revealeda seriousregulatoryprobleminvolving
the cellculture, in-vitrodiagnostics,and transport productswhichare madeand marketedby your
firm.

Our inspectionrevealedthat these devicesare adulteratedwithinthe meaningof Section501(h) of
the ~ in that the methodsused ~ or the facilitiesor cmtrols used for manufkturing, packing,
storageor installationare not in conformancewiththe GoodManufkcOu@Prac& (GMP) for
MedicalDevicesRcgulatioRas spedfkd in Tit10 21, ~ “ (ml.), Part -
820, as follows:

,“

Failuroto havein placuan adeqkto organizationalstructureand sufficientpersonnelto
assurethat the devicesare manufacturedin accordancewith the GMP requirements
(820.20).

Failureto establish● qualityassuranceprogramconsistingof proceduresadequate to ‘
assureapprovalor rejectionof all componcnmmanufiwturingmaterials,in-process
materials,labelin~ and finisheddevices[820.20(a)(2)].

Failureto petiorm plannedand periodicauditsof the qualityassurancwprogramin
accordancewithwitkn procedures [820.20(b)].
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Failure to control environmental conditions to prevent contamination of the devices and to
provide proper conditions for operations [820.46].

Failure to provide written procedure for acceptance of components. Components are not
inspect4 sarnp14 and tested for cotiomnance to specifications [820.80].

Failure to establish and implement written manuflwturingspecifications and processing
procedures to assure that the device conforms to its original design [820.100].

Failure to establish and implementcontrol procedures to assure that the reprocessed
device meets the original specification [820.115].

Failure to review and evaluate complaints involving the possible flilure of devices
[820.198(b)]. ,,

This letter is not intended to be an all-inclusivelist of deficiencies at your fhcility. At the
conclusion of the inspectio~ the list of obsemations (FDA 483) was presented to and discussed
with you. It is your responsibility to ensure adherence to each requirement of the Act and
regulations. The spedc violations noted in this letter and in the FDA 483 issued at the closeout
of the inspection maybe symptomatic of serious underlying problems in your firm’smanufacturing
and quality assurance systems. You are responsible for investigating and determining the causes
of the violations identifkd by the FDA If the causes are determined to be systems problems, you
must promptly initiate permanent corrective actions.

You should know that this serious violation of the law may result in FDA taking regulatory action
without fWNX notice to you. These actions include but are not limited to, seizing your product
inventory, obtaining a court injunction against fhther marketing of the producg or assessing civil
money penalties. Also, other Federal ag~aes are informed about the warning letters we issue,
such as”this on% so that they may consider this information when awarding government contracts.

Mditionally, no prernarket submissionsfor devices to which the GM? deficiencies are reasonably
related will be ckared until the violations have been coxmxted. Also, no requests for Certificates
for Products for Export will be approved until the violations related to the subject devices have
been camxted.

It is necessag for you to take action on this matter now, Pkxse let this office know in writing
within fifteen (1s) working days horn the date you received this letter what steps you are taking
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to correct the problem We also ask that you explain how you plan to prevent this from
happening agaim If you need more time let us Imowwhy and when you expect to complete your
correction. Direct your response to Thomas S. Piekara@ Compliance Offioer, Food and Drug
Administratio~ P.O. Box 301~ Bothe~ WA 98041-3012.

Sincerely,

kGzJJj42%.
District Director
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